
THE “MILESTONE “ LIST
               A list of the dates of publication in the Federal Register of all major OTC rulemakings including major amendments.   

MILESTONE STATUS LIST OF FEDERAL REGISTER PUBLICATIONS DATES OF OTC DRUG REVIEW DOCUMENTS AS OFJune 26, 1996

DRUG CATEGORY                                               ANPR                                    PR                                                        FR                                                            
        (Panel Report)         (Tentative Final Monograph)                (Final Monograph)

Acne 3-23-82 1-15-85/8-7-91 8-16-91
Anorectal 5-27-80 8-15-88 8-3-90/9-2-93/6-3-94
Antacid 4-5-73 11-12-73/7-30-88/11-16-88/12-24-91/2-2-94 6-4-74/8-26-93/9-23-93/2-8-96
Anthelmintic 9-9-80 8-24-82 8-1-86
Anticaries 3-28-80 9-30-85/6-15-88 10-6-95
Antidiarrheal 3-21-75 4-30-86 ---
Antiemetic 3-21-75 7-13-79/8-26-93 4-30-87/4-11-94
Antiflatulent 4-5-73 11-12-73/1-29-88 6-4-74/3-5-96
Antifungal 3-23-82 12-12-89 9-2-93/9-23-93
Antifungal-Diaper Rash@ 9-7-82 6-20-90 12-18-92
Antimicrobials-Alcohols (topical) 5-21-82 7-22-91 NA
Antimicrobials-Antibiotics (First aid) 4-1-77 7-9-82/8-18-89/5-11-90/6-8-90 12-11-87/5-25-88/3-15-90/10-3-90/12-5-90/2-14-96
Antimicrobials-Antiseptics (First aid) 9-13-74 1-6-78/7-22-91   ---
Antimicrobials-Antiseptics (Health Care) 9-13-74 1-6-78/6-17-94 ---
Antimicrobials-Diaper Rash@ 9-7-82 6-20-90 ---
Antimicrobials-Mercurials 1-5-82 7-22-91 ---
Antiperspirant 10-10-78 8-20-82 ---
Aphrodisiac 10-1-82 1-15-85 7-7-89
Benign Prostatic Hypertrophy 10-1-82 2-20-87 2-27-90
Boil Treatment 6-29-82 1-26-88 11-15-93
Camphorated Oil 9-26-80 NA 9-21-82
Category II/III Ingredients (Phase I)* NA 5-16-90 11-7-90/1-30-92
Category II/III Ingredients (Phase II)** NA 8-25-92 5-10-93
Cholecystokinetic 2-12-80 8-24-82/8-15-88 6-10-83/2-28-89
Corn/Callus Remover 1-5-82 2-20-87 8-14-90
Cough/Cold-Anticholinergic 9-9-76 7-9-82 11-8-85
Cough/Cold-Antihistamine 9-9-76 1-15-85/8-24-87 12-9-92/1-28-94
Cough/Cold-Antitussive 9-9-76 10-19-83/7-6-89/10-2-89/6-19-92/12-9-92 8-12-87/7-6-90/10-3-90/6-3-94
Cough/Cold-Bronchodilator 9-9-76 10-26-82/6-19-92/7-27-95 10-2-86/10-20-93/4-9-96/5-20-96
Cough/Cold Combinations 9-9-76 8-12-88/11-14-88 7-27-95
Cough/Cold-Expectorant 9-9-76 7-9-82 2-28-89/6-30-92/9-14-92
Cough/Cold-Nasal Decongestant 9-9-76 1-15-85/6-19-92 8-23-94/3-8-96
Dandruff/Seborrhea/Psoriasis 12-3-82 7-30-86/4-5-93 12-4-91/1-28-94
Daytime Sedative 12-8-75 6-13-78 6-22-79
Deodorants (Int.) 1-5-82 6-17-85 5-11-90
Digestive Aids 1-5-82 1-29-88 10-21-93
Exocrine Pancreatic Insuff. 12-21-79 11-8-85/7-15-91 4-24-95
Ext. Analgesic 12-4-79 2-8-83/7-30-86/8-25-88/2-27-90 ---
Ext. Analgesic-Diaper Rash 9-7-82 6-20-90 12-18-92
Ext. Analgesic-Fever Blister/Cold Sore (Ext.)@@ 9-7-82 1-31-90 ---
Ext. Analgesic-Insect Bites and Stings 9-7-82 10-3-89 ---
Ext. Analgesic-Male Genital Desensitizers 9-7-82 10-2-85 6-19-92
Ext. Analgesic-Poison Ivy/Oak/Sumac 9-7-82 10-3-89 ---
Fever Blister/Cold Sore (Int.) 1-5-82 6-17-85 6-30-92
Hair Grower/Loss 11-7-80 1-15-85 7-7-89
Hexachlorophene 1-7-72 NA 9-27-72
Hormone (topical) 1-5-82 10-2-89 9/9/93
Hypo/Hyperphosphatemia 12-9-80 1-15-85 5-11-90
Ingrown Toenail Relief 10-17-80 9-3-82 9/9/93
Insect Repellents (Int.) 1-5-82 6-10-83 6-17-85
Int. Analgesic 7-8-77 11-16-88/12-24-91/2-2-94/4-19-95 ---
Int. Analgesic-Leg Muscle Cramps 10-1-82 11-8-85 8-22-94
Laxative 3-21-75 1-15-85/10-1-86/9-2-93/3-31-94 ---
Menstrual Products 12-7-82 11-16-88 ---
Nailbiting/Thumbsucking Deter. 10-17-80 9-3-82 9-2-93
Nighttime Sleep-aid 12-8-75 6-13-78/8-26-93 2-14-89/4-11-94
Ophthalmic 5-6-80 6-28-83 3-4-88/12-18-92
Oral Health Care-Antimicrobial 5-25-82 2-9-94 ---
Oral Health Care-Non-Antimicrobial 5-25-82 1-27-88 ---
Oral Discomfort (Relief) 5-25-82 9-24-91/5-13-92 ---
Oral Mucosal Injury 11-2-79 7-26-83 ---
Oral Wound Healing 11-2-79 7-26-83 7-18-86
Otic (Earwax) 12-16-77 7-9-82 8-8-86
Otic (Swimmer's Ear) 12-16-77 7-30-86 2-15-95/8-16-95
Overindulgence Remedies 10-1-82 12-24-91/5-5-93 ---
Overindulgence Remedies-Prevention Inebriation 10-1-82 NA 7-19-83
Pediculicides 6-29-82 4-3-89 12-14-93
Poison Treatment 3-21-75/1-5-82# 9-5-78/1-15-85# ---
Salicylanilides (TBS) 9-13-74 NA 10-30-75
Skin Bleaching 11-3-78 9-3-82 ---
Skin Protectant 8-4-78 2-15-83 ---
Skin Protectant-Astringents@@ 9-7-82 4-3-89 10-21-93/6-3-94
Skin Protectant-Diaper Rash@ 9-7-82 6-20-90 ---
Skin Protectant-Fever Blister/Cold Sore@@ 9-7-82 1-31-90 ---
Skin Protectant-Insect Bites/Stings 9-7-82 10-3-89 ---
Skin Protectant-Poison Ivy/Oak/Sumac 9-7-82 10-3-89 ---
Smoking Deterrent 1-5-82 7-3-85 6-1-93
Stimulant 12-8-75 6-13-78/12-24-91 2-29-88
Stomach Acidifier 10-19-79 1-15-85 8-17-88
Sunscreen 8-25-78 5-12-93/6-8-94 ---
Sweet Spirits of Nitre 2-22-80 NA 6-27-80
Vaginal Contraceptive 12-12-80 2-3-95 ---
Vaginal Drug Products 10-13-83 NA 2-3-94 (WD)
Vitamin/Mineral 3-16-79 NA 11-27-81(WD)
Wart Remover 10-3-80 9-3-82/3-27-87/1-28-94 8-14-90
Weight Control*** 2-26-82 10-30-90 8-8-91/8-26-93
Zirconium (Aerosol) 6-5-75 NA 8-16-77

TOTAL (PENDING/COMPLETED) 0/86# 0/80# 27/59
*   - 223 Ingredients with multiple uses removed from the marketplace.
**  - 415 Ingredients with multiple uses removed from the marketplace.
*** - 111 Ineffective Weight Control Ingredients removed from the marketplace.
#  Separate publications that include: Emetic and Acute Toxic Ingestion
NOTE:  N-Notice; WD-Withdrawn; NA-not applicable.



@     See: Antifungal, Antimicrobial, External Analgesic, and Skin Protectant
@@  See: External Analgesic and Skin Protectant
ANPR--Advance Notice of Proposed Rulemaking
PR--Proposed Rulemaking
FR--Final Rule


